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Food and Drug Administration, HHS § 299.5

Inc., 12601 Twinbrook Parkway, Rock-
ville, MD 20852. 

[40 FR 14041, Mar. 27, 1975, as amended at 49 
FR 37575, Sept. 25, 1984; 53 FR 5369, Feb. 24, 
1988; 55 FR 11577, Mar. 29, 1990; 64 FR 401, Jan. 
5, 1999]

§ 299.5 Drugs; compendial name. 
(a) The name by which a drug is des-

ignated shall be clearly distinguishing 
and differentiating from any name rec-
ognized in an official compendium un-
less such drug complies in identity 
with the identity prescribed in an offi-

cial compendium under such recog-
nized name. 

(b) The term drug defined in an official 
compendium means a drug having the 
identity prescribed for a drug in an of-
ficial compendium. 

(c) A statement that a drug defined 
in an official compendium differs in 
strength, quality, or purity from the 
standard of strength, quality, or purity 
set forth for such drug in an official 
compendium shall show all the respects 
in which such drug so differs, and the 
extent of each such difference.
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